The kinetic chromogenic assay with Limulus amoebocyte lysate to detect the bacterial endotoxin in Hydroxypropyl-β-cyclodextrin for injection is investigated in this paper. The test for interfering factors is performed to study the applicability of the kinetic chromogenic assay for detection of bacterial endotoxin in Hydroxypropyl-β-cyclodextrin for injection. The results suggest that r>0.980 while the range is between 50-0.005EU/ml. Besides, when concentration of test solution is 1mg/ml for Hydroxypropyl-β-cyclodextrin, there is no interference between Limulus amebocyte lysate and bacterial endotoxin. The kinetic chromogenic assay can be used to detect the bacterial endotoxin in Hydroxypropyl--β-cyclodextrin.
Introduction
Hydroxypropyl-β-cyclodextrin is the hy--drophilic derivatives as a result of condensation between β-cyclodextrin and 1, 2 -propylene oxide [1, 2] . In pharmaceutical industry, Hydroxypropyl-β-cyclodextrin is also used as carrier besides dilute.
Hydroxypropyl-β-cyclodextrin is amorphous and easily soluble in water, with suitable molecular size and excellent biocompatibility a structure, which make it possible to inclusion drug. Changes will happen in both physics and chemistry characteristics when compounds are covered with Hydroxypropyl-*: Corresponding authors, MS. major in Pharmaceutical Analysis
Tel: +86-10-62103649 E-mail: yulinachina@163.com analytical chemistry in recent years [3] [4] [5] [6] .
Lipopolysaccharide (LPS, endotoxin) is the main component of the cell walls of
Gram-negative bacteria and is the very potent initiator of inflammatory reactions in mammalians [7] . Bacterial endotoxin has an extensive biological activity, which can generally induce a series of clinical responses when exposed on humans, such as fever, diarrhea, vomiting, septic shock, pyrogenicity, and disseminated intravascular coagulation [8] .
In the quality control of Biologicals for human and veterinary use, endotoxin is one of the most important factors. The Limulus Amebocyte Lysate (LAL) assay is the gold standard as of today to detect endotoxin [9] , which is contained in the pharmacopeia and is widely used as a convenient method due to its high sensitivity, reliability and simple handling. 
Result
As is calculated above, the results are shown in Table 1 Remarks:
*It should meet the requirement of pharmacopeia when r > 0.980 [10] ** It should be consider as no interference when the recovery of Test for Interfering Factors is during 50-200% [10] All rights reserved.
be replaced due to its inconformity with 3R
rules. The monocyte activation test (MAT), which is contained in European Pharmacopeia, is difficult to gain the material such as human being blood legally in China. As a result, kinetic chromogenic assay is chosen to test the endotoxin in Hydroxypropyl-β-cyclodextrin and it proved to be the best.
